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-- The MAILING DATE of this communication appears on the cover sheet with the correspondence address — 
Period for Reply 

A SHORTENED STATUTORY PERIOD FOR REPLY IS SET TO EXPIRE Three MONTH(S) FROM 
THE MAILING DATE OF THIS COMMUNICATION. 

- Extensions of time may be available under the provisions of 37 CFR 1 .1 36 (a). In no event, however, may a repry be timely filed after SIX (6) MONTHS from the 
mailing date of this communication. 

- If the period for reply specified above is less than thirty (30) days, a reply within the statutory minimum of thirty (30) days will be considered timely. 

- If NO period for reply is specified above, the maximum statutory period will apply and will expire SIX (6) MONTHS from the mailing date of this communication. 

- Failure to reply within the set or extended period for reply will, by statute, cause the application to become ABANDONED (35 U.S.C. § 133). 

- Any reply received by the Office later than three months after the mailing date of this communication, even rf timely filed, may reduce any 
earned patent term adjustment. See 37 CFR 1.704(b). 

Status 

1)5(1 Responsive to communication(s) filed on Sep 9, 2003 

2a) □ This action is FINAL. 2b) 53 This action is non-final. 

3) D Since this application is in condition for allowance except for formal matters, prosecution as to the merits is 

closed in accordance with the practice under Ex parte Quayle, 1935 CD. 1 1; 453 O.G. 213. 
Disposition of Claims 

4) 53 Claim(s) 10-18 



4a) Of the above, claim(s) 13-18 
5)D Claim(s) 



6) 53 Claim(s) 10-12 

7) D Claim(s) 

8) D Claims 



is/are pending in the application, 
is/are withdrawn from consideration. 

is/are allowed. 

is/are rejected. 

is/are objected to. 



are subject to restriction and/or election requirement. 



Application Papers 

9)53 The specification is objected to by the Examiner. 

10)53 The drawing(s) filed on Nov 15, 2001 is/are a) □ accepted or b)D objected to by the Examiner. 

Applicant may not request that any objection to the drawing(s) be held in abeyance. See 37 CFR 1.85(a). 
1 !)□ The proposed drawing correction filed on is: a)D approved b)D disapproved by the Examiner 

If approved, corrected drawings are required in reply to this Office action. 

12) D The oath or declaration is objected to by the Examiner. 
Priority under 35 U.S.C. §§ 119 and 120 

13) 53 Acknowledgement is made of a claim for foreign priority under 35 U.S.C. § 1 19(a)-(d) or (f). 
a) 53 All b)D Some* c)D None of: 

1 . □ Certified copies of the priority documents have been received. 

2. 53 Certified copies of the priority documents have been received in Application No. 08/274, 159 . 

3. □ Copies of the certified copies of the priority documents have been received in this National Stage 

application from the International Bureau (PCT Rule 17.2(a)). 
*See the attached detailed Office action for a list of the certified copies not received. 

14) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. § 119(e). 
a)D The translation of the foreign language provisional application has been received. 

15) D Acknowledgement is made of a claim for domestic priority under 35 U.S.C. §§120 and/or 121. 
Attachment(s) 

1) □ Notice of References Cited (PT0-892) 4) □ Interview Summary (PTO-41 3) Paper No(s). 

2) Q Notice of Draftsperson's Patent Drawing Review (PTO-948) 5) □ Notice of Informal Patent Application (PTO-1 52) 

3) 53 Information Disclosure Statement(s) (PTO-1 449) Paper No(s). 2 6) Q other: 



U. S. Patent and Trademark Office 

PTO-326 (Rev. 04-01) 



Office Action Summary 



Part of Paper No. 13 
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Art Unit: 1648 



DETAILED ACTION 



Election/Restriction 



Applicant's election with traverse of Group I (claims 10-12 and HPV-3 1) in Paper No. 12 
is acknowledged. However, since no argument was set forth by the applicant the election was 
treated as an Election without traverse. Hence, claims 13-18 are withdrawn from further 
consideration by the examiner, 37 CFR 1.142(b) as being drawn to a non-elected . Claims 10-12 
within the scope of HPV-3 1 are considered. 

Applicants are reminded to cancel the claims to the non elected Groups. 

The claims have been examined only to the extent of selected HPV designated as HPV-31. 
Applicants are requested to amend the claim(s) accordingly by canceling the non-elected 
HPV. 



An application in which the benefits of an earlier application are desired must contain a 
specific reference to the prior application(s) in the first sentence of the specification or in 
an application data sheet (37 CFR 1.78(a)(2) and (a)(5)). Please, up-date the information 
by including the patent number(s). 



Priority 
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Specification 

The following guidelines illustrate the preferred layout and content for patent applications. 
These guidelines are suggested for the applicant's use. 

Arrangement of the Specification 

The following order or arrangement is preferred in framing the specification and, except 
for the reference to the drawings, each of the lettered items should appear in upper case, without 
underling or bold type, as section headings. If no text follows the section heading, the phrase 
"Not Applicable" should follow the section heading: 

(a) Title of the Invention. 

(b) Cross-Reference to Related Applications. 

© Statement Regarding Federally Sponsored Research or Development. 

(d) Reference to a "Sequence Listing," a table, or a computer program listing appendix 
submitted on compact disc (see 37 CFR 1.52(e)(5)). 

(e) Background of the Invention. 

1 . Field of the Invention. 

2. Description of the Related Art including information disclosed under 37 
CFR 1.97 and 1.98. 

(f) Brief Summary of the Invention. 

(g) Brief Description of the Several Views of the Drawing(s). Please provide this 
information by amending the specification. 

(h) Detailed Description of the Invention. 

(I) Claim or Claims (commencing on a separate sheet). 

(j) Abstract of the Disclosure (commencing on a separate sheet). 

(k) Drawings. 

(I) Sequence Listing, if on paper (see 37 CFR 1.821-1.825). 

Claim Rejections - 35 USC § 112 
Claims 10-12 are rejected under 35 U.S. C. 112, second paragraph, as being indefinite for 
failing to particularly point out and distinctly claim the subject matter which applicant regards as 
the invention. 
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Claim 10 is confusing for recitation of "serum for inducing remission", the intended 
content of the serum is not defined. In addition, the intended polypeptide which is/are encoded by 
DNA of about 7000 to about 8,000 base pairs is/are not defined. The intended metes and bounds 
of the polypeptide are not defined. The claim has been interpreted in light of the specification and 
since the specification does not set forth a uniform serum content one cannot be certain of the 
boundaries of the claimed invention. In addition, the specification does not set forth any 
sequences or any fragments of HPV-3 1 where one can- be appraised on their boundaries. This 
affects the dependent claims. 

Claims 1 1, and 12 are vague and indefinite, the intended genes are not defined, the 
intended sequences have not be disclosed in the specification. 

Claim Rejections - 35 USC § 112 

It appears from reading the specification that for anyone to practice the invention; they 
need to have an access to the virus strain noted as HPV-3 1 . For claims 10-12 that need HPV-3 1 
to be enabled, deposits of the viruses are required. 

Applicants deposit statement on specification (page 32) is acknowledged, however, the 
said statement does not indicate the extent of public availability. If the deposit is made under the 
terms of the Budapest Treaty, then an affidavit or declaration by the applicants, or a statement by 
an attorney of record over his or her signature and registration number, stating that the specific 
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strains HP V-3 1 has been deposited under the Budapest Treaty and that the said strains will be 
irrevocably and without restriction or condition released to the public upon issuance of a patent, 
would satisfy the deposit requirement made herein. 

Claim Rejections - 35 USC §101 
Claims 10-12 are rejected under 35 USC 101 because the claimed invention is directed to 
non-statutory subject matter. 

Claims 10-12 as written, do not sufficiently distinguish over serum and serum antibodies 
as they exist naturally because the claims do not particularly point out any non-naturally occurring 
differences between the claimed products and the naturally occurring products. In effect, the 
claims are directed to product that a host would produce on their own. Applicants are not 
entitled to claim serum where a patients have produced on their own. The claims read on product 
of nature (emphasis added). In the absence of the hand of man, the naturally occurring products 
are considered non-statutory subject matter. See Diamond v. Chakrabarty, 447 U.S. 303, 206 
USPQ 193 (1980). 



Claim Rejections - 35 USC § 112 
The following is a quotation of the first paragraph of 35 U.S. C. 112: 
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The specification shall contain a written description of the invention, and of the manner and process of 
making and using it, in such full, clear, concise, and exact terms as to enable any person skilled in the art to 
which it pertains, or with which it is most nearly connected, to make and use the same and shall set forth the 
best mode contemplated by the inventor of carrying out his invention. 

Claims 10-12 are rejected under 35 U.S.C. 1 12, first paragraph, as containing subject 
matter which was not described in the specification in such a way as to reasonably convey to one 
skilled in the relevant art that the inventor(s), at the time the application was filed, had possession 
of the claimed invention. In the instant disclosure, Applicants have only disclosed a general 
method of preparing a serum for inducing an immune response against an infection of human 
papillomavirus HPV including HPV-3 1, and have already received patent protection for said 
method, see US Patent No. 6,391,539 Bl claim 6. No serum composition which is directed to a 
product (emphasis added) is/are disclosed. The specification does not set forth the metes and 
bounds of that encompasses "serum for inducing remission", a serum from one host would be 
vastly different from another host, granted they would inherently comprise the same antibodies to 
the administered HPV-3 1 proteins once the proteins that are administered clearly identified, but 
the other serum proteins other than HPV-3 1 antibodies in serum composition would be different 
one from the other. The specification does not possess a general "serum" composition, there is 
not enough information about it in literature either to guide the one of ordinary skill in the art to 
predict the undisclosed proteins. Therefore, a written description is lacking. See also University of 
California v. Eli Lilly and Co., 43 USPQ2d 1398 (Fed. Cir. 1997), which teaches that the 
disclosure of a process for obtaining cDNA from a particular organism and the description of the 
encoded protein fail to provide an adequate written description of the actual cDNA from that 
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organism which would encode the protein from that organism, despite the disclosure of a cDNA 
encoding that protein from another organism. 35 USC 1 12 requires inter alia that a patent 
specification contain a written description of the invention and the manner and process of making 
and using it "in such full clear and concise terms as to enable one skilled in the art ... to make and 
use" the invention. Case law has made it clear that the requirements for a "written description" 
and an "enabling disclosure" are separate. For example, where a specification contains sufficient 
information to enable a skilled chemist to produce a particular compound because it gives detailed 
information on how to produce analogous compounds but it makes no reference to the compound 
in question, the "written description" requirement has not been met even though the description 
may be enabling. 



The name cDNA is not in itself a written description of that DNA; it conveys no distinguishing 
information concerning its identity. While the example provides a process for obtaining human 
insulin-encoding cDNA, there is no further information in the patent pertaining to that cDNA's 
relevant structural or physical characteristics; in other words, it thus does not describe human 
insulin cDNA .... Accordingly, the specification does not provide a written description of the 
invention .... 



a generic statement such as "vertebrate insulin cDNA" or "mammalian insulin cDNA," without 
more, is not an adequate written description of the genus because it does not distinguish the 
genus from others, except by function. It does not specifically define any of the genes that fall 
within its definition. It does not define any structural features commonly possessed by members 
of the genus that distinguish them from others. One skilled in the art therefore cannot, as one 
can do with a fully described genus, visualize or recognize the identity of the members of the 
genus. A definition by function, as we have previously indicted, does not suffice to define the 
genus because it is only an indication of what the genes does, not what it is. 



See University of California v. Eli Lilly, 119F.3d 1559, 43 USPQ 2d 1398 (Fed, 



Cir. 1997): 



and at pg 1406: 



! > 

l 
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See Amgen Inc. v. Chugai Pharmaceutical Co. Ltd, 18 USPQ 2d 1016 at page 

1021: 

A gene is a chemical compound, albeit a complex one, and . . . conception of a chemical 
compound requires that the inventor be able to define it so as to distinguish it from other 
materials .... Conception does not occur unless one has a mental picture of the structure of the 
chemical or is able to define it by its method of preparation, its physical or chemical properties, 
or whatever characteristics sufficiently distinguish it. It is not sufficient to define it solely by it 
principal biological property, e.g., encoding human erythropoietin, because an alleged 
conception having no more specificity than that is simply a wish to know the identity of any 
material with that biological property. 



Subject Matter Free of Prior art 
Claims 10-12 are deemed free of prior art, given failure of the prior art to teach or 

reasonably suggest the serum that comprises HPV-3 1 antibodies. 



No claims are allowed. 

Conclusion 

Any inquiry concerning this communication or earlier communications from the 
examiner should be directed to A. R. Salimi whose telephone number is (703) 305-7136. 
The examiner can normally be reached on Monday-Friday from 9:00 Am to 6:00 Pm. 



Application/Control Number: 09/987,557 
Art Unit: 1648 



Pag 



If attempts to reach the examiner by telephone are unsuccessful, the examiner's 
supervisor, James Housel, can be reached on (703) 308-4027. The Official fax number is 
(703) 872-9306. 

Any inquiry of a general nature or relating to the status of this application or 
proceeding should be directed to the Group receptionist whose telephone number is (703) 
308-0196. 
A. R. Salimi 
1 1/4/2003 



